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SECTION 1: EXECUTIVE SUMMARY 
Topaz Pharmaceuticals Inc. is a privately held specialty pharmaceutical company focused on 
developing and commercializing treatments primarily for pediatric and dermatology markets. 
The Company’s lead investigational product is a topical cream formulation of ivermectin 
currently under development as a single application for the treatment of head lice and nits in 
children and adults. 

 
In February 2010, the Topaz management asked me to work with them to develop a Strategic 
Business Plan.  At this time, the company was conducting clinical trials, and its lead product had 
yet to commence the pivotal clinical trials. It was at least two years away from going to market 
and producing revenue on its own. The company was financed to complete the Research and 
Development program for its lead product but needed to attract the substantial capital needed to 
submit a New Drug Application (NDA) to the FDA, prepare for commercialization and launch 
its intial product. 

 
In an effort to attract this capital, I worked with Topaz’ management to prepare a document, 
which would provide potential investors with an overview of the business, its clinical, economic 
and market rationale and the strategies it planned to use to deliver on what it is projecting to 
investors. A high-level yet still confidential document, it was meant to be the second of three 
stages of investigation an investor would go through before extending a financing term sheet or 
an offer to invest in or acquire the company. After reviewing the plan and the brand book, a still- 
interested investor would presumably begin a formal due diligence review. 

 
The Strategic Business Plan strove to answer the following questions: 

 
• What is Topaz Pharmaceuticals? 
• What is the good or service it plans to develop and sell? 
• What is the market need for this good or service? 
• How will Topaz fulfill that need? 
• How does Topaz plan to get its product to market and sell it? 
• What return can investors expect and when? 

 
I used proprietary and publicly-available market research data, web research, company 
documents and records and interviews with senior management to complete the first draft of this 
plan in Mid-2010. In addition, I updated the plan over the next year to reflect changes in the 
marketplace, more refined forecasts based on additional data and other factors. 

 
The actual plan contains proprietary information that is protected by Non-Disclosure 
Agreements. The purpose of this document is to provide an overview of what was in the plan, 
why I included it and how I obtained the information. The following pages should demonstrate 
my ability to develop a strategic business plan, my research skills and my ability to analyze 
information and identify what is most pertinent. 
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SECTION 2: BUSINESS OVERVIEW 
 

2.1 Statement of Purpose 
This is where I introduced the company and why it exists. What work is it conducting? Why? 
What is the commercial opportunity? How does Topaz plan to take advantage of that 
opportunity? I only answer these questions at a very high level at this point; they are answered in 
far more detail in subsequent sections. 

 
2.2 Key Personnel 
A potential investor will want to know who is leading the company. In the case of Topaz and 
many other similar small businesses, there are also important consultants and support staff 
members. In addition to corporate management at Topaz, this included the Director of Clinical 
Programs, the Director of Corporate Project Management, a CMC (chemistry, manufacturing and 
process controls) specialist and a Scientific Publications specialist. These needed to be 
documented up front. 

 
This section also says where the company is headquartered and how many employees work on 
site. Some geographical locations result in higher costs for real estate, utilities and other 
necessities than others, and may therefore affect the cost and long-term value of an investment. 
In addition, the more staff members who work on site, the more office space the company needs. 
This could affect investors’ plans for the company. 

 
 
SECTION 3: THE HEAD LICE TREATMENT MARKET 
Topaz was developing a head lice treatment as its lead product. In this section, I strove to answer 
the following questions for Topaz’ investors: 

 
• What are head lice? 
• Who gets it? (This is the product’s customer base) 
• How large is the market? 
• What is the market opportunity here? 

 
3.1 Introduction to Head Lice 
Before investors can understand what problem Topaz was trying to solve, they needed to know 
about the condition being treated and the current marketplace. This is particularly important with 
head lice, since all treatments of this condition kill lice in different ways, and this forms the basis 
for the market opportunity. 

 
I began this section by describing a louse’s life cycle. This is the key to understanding how 
existing head lice treatments work, and therefore why there is an opportunity for another 
treatment. I also noted the symptoms of head lice (itching and irritation of the scalp) and the 
social and economic burden (kids missing school, parents missing work, cost, time and effort 
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required for treatment, anxiety and possible social ostracism). The social and economic burden is 
particularly important to emphasize because it is what makes head lice a prescription therapeutic 
market worthy of investment. 

 
Next, I added a description of the market. This section answered the following questions: 

 
• Who gets head lice? 
• How large is the head lice treatment market? 
• How large is the head lice prescription treatment market? 

 
This section required refining raw data and even making some educated guesses. To answer the 
first and second questions, I used data obtained from three sets of primary telephone surveys that 
the company commissioned through a market research contractor. Using the percentage of the 
households they found to have treated head lice, the average number of treatments per incidence 
and the respondents’ average number of people per household, we arrived at roughly 6 million 
head lice cases and 12.4 million treatments per year. The surveys also provided a lot of data on 
the age and other demographics of those affected by head lice. 

 
On the third question, I analyzed the company’s purchased prescription audit services (IMS and 
Wolters Kluwer) data which included multiple segments (head lice treatments and scabies 
treatments). To accurately determine the size of the prescription head lice treatment market, I had 
to sort out the treatments indicated for treating head lice, then apply a factoring method for off 
label usage for some products. Using qualitative (interviews with prescribers and patients) and 
quantitative data on prescribing behaviors, I derived the amount of scabies treatments that were 
prescribed off-label for head lice, and how often they were prescribed for this purpose. 

 
With this data, I factored out the number of total prescriptions written (TRx) for these treatments 
that were written for treating head lice and added them to the number of prescriptions written for 
head lice-indicated treatments. This analysis gave us a reasonable estimate for the total number 
or prescriptions written for this indication and allowed us to more accurately define current 
market prescription value in a somewhat ambiguously reported category. 

 
3.2 Currently Available Treatments 
Someone investing in the company is going to want to know who the company’s competition is 
right now and what it could be in the future. This section also adds to the case Topaz wanted to 
make – that there is an opportunity for another prescription head lice treatment. 

 
This section was relatively easy. Almost all of the information I needed was in the products’ 
labels and readily available scientific literature. My research found that current treatments were 
plagued by one or more of the following shortcomings: 

 
• Low efficacy due to resistance 
• Difficult and inconvenient application methods 
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• Neurotoxicity 
• Flammability 
• Large dosage requirements 

 
I organized the information into two charts – one for Over-the-Counter (OTC) treatments and 
one for prescription treatments. In both charts I included the treatments’ brand names, active 
ingredients and key weaknesses. 

 
After the prescription treatments chart, I also included a paragraph each on two additional 
prescription treatments currently being actively developed and one paragraph briefly highlighting 
several others that appeared to be on their way to entering the U.S. market but have since 
suspended or ceased those programs. 

 
 
SECTION 4: THE IVERMECTIN STORY 
In Section 3, I articulated the case that there is an opportunity for a new prescription head lice 
treatment. Now it is time to begin presenting the heart of the plan: how Topaz can successfully 
fill that void and provide a return on any investment. There are three components to this story: 

 
• The scientific rationale 
• The clinical rationale 
• The economic rationale 

 
Section 4 discusses the scientific rationale – the drug substance, its antiparasitic qualities, its past 
usage and how the idea that it could be used to treat head lice came about. This makes for a clear 
justification for the Research and Development (R&D) program, which will be discussed in 
Section 5. 

 
4.1 Introduction 
Topaz Pharmaceuticals’ lead product is a topical cream with ivermectin as the active product 
ingredient. It is important to describe the active ingredient and the experience associated with it. 
Through conversations with knowledgeable scientists and my own research, I compiled a 
description of ivermectin’s origins, its veterinary uses (it is used to treat heartworm and other 
internal parasites in dogs, horses, cattle and many other animals) and its use in humans. 

 
4.2 Ivermectin in Humans 
Since Topaz is developing a treatment for use in humans, the plan needs to describe how 
ivermectin has been used in humans before. Fortunately, ivermectin had a very compelling story 
here. 

 
In 1987, Merck & Co., in conjunction with the WHO, UNCF, World Bank Task Force for Child 
Survival and other organizations, launched the Mectizan Donation Program (Mectizan being 
ivermectin’s trade name under its original human registration) to combat river blindness. In the 
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20-plus years since, it is estimated that more than 1 billion oral doses of ivermectin have been 
administered for treating river blindness and other internal parasitic diseases. Topaz’ qualitative 
research with prescribers found this record of safety and success to be very appealing when 
discussing hypothetical prescribing behaviors. 

 
4.3 From a pill for river blindness to a cream for head lice 
Here is where I made the transition from ivermectin’s previous uses to what Topaz anticipates 
achieving. Ivermectin has proven to be the gold standard for treating systemic parasites in 
multiple species, including humans. In this subsection, I noted the features and benefits of 
Topaz’ topical formulation vis a vis the existing experience of ivermectin in humans. This 
included a comparison of ivermectin’s current U.S. label to that of the Topaz proposed label 
anticipated thorugh its own R&D program. 

 
 
SECTION 5: RESEARCH & DEVELOPMENT 
In Section 4, I presented the scientific rationale for Topaz’ efforts. The reader knows that the 
compound, ivermectin, has a very strong track record of human use. Section 5 demonstrates how 
Topaz built a developmental plan to get the compound tested in a new formulation targeting a 
new indication. 

 
While the metrics and required endpoints vary from one drug’s R&D program to another, all 
human-use drugs, due to the FDA’s approval requirements, use a similar structure for their 
program. The program I articulated in the plan included: 

 
• Pre-Clinical: In Vitro testing to determine the dosage, efficacy, formulation and 

application time; In Vivo to determine ivermectin’s safety when applied topically to 
animals 

• Phase 1 Clinical: Proof of concept; Efficacy and safety of topical ivermectin; A 
pharmacokinetics (PK) study in lice infested children 6 months to 3 years of age. 

• Phase 2 Clinical: Comparison of the safety and efficacy of a 0.5% ivermectin cream to a 
placebo in subjects infested with head lice when used in an "at home" environment; 
Determination of the proper dosage to use with humans; 

• Phase 3 Clinical: Determination if 0.5% Ivermectin Cream is a safe and effective 
treatment for head lice infestations in all populations desired for the indication 

 
I included tables and graphs showing the results of the trials, making them easier to understand. 
The most important task here was to show how the trials supported the claim that the designed 
topical ivermectin formulation was a safe and effective method for treating head lice. 
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SECTION 6: REGULATORY 
This section briefly outlines the regulatory approach for the company’s lead product. After 
speaking with the company’s Vice President of Regulatory Affairs, I documented the company’s 
NDA filing strategy, its means of assessing the protocols for its Phase 3 trials and its risk 
management strategies. 

 
 
SECTION 7: PATENT ESTATE 
The patent portfolio and its strength are a cornerstone for the investment value of the 
opportunity. So it is important to let a potential investor know the company’s issued and applied 
patents. 

 
Working with the VP of Commercial Planning and Operations, the VP of Scientific Affairs and 
the company’s counsel, I compiled a list of the company’s patents, what they protected, what 
jurisdictions they covered and when they expired. 

 
 
SECTION 8: COMMERCIALIZATION 
In Section 8, I began to present the commercial rationale for Topaz’ work. This is where the 
reader learns how Topaz plans to take advantage of the aforementioned market opportunity and 
the financial return investors could receive on their investment. 

 
8.1 Marketing 
This subsection lays out the different elements of the story that Topaz will communicate to 
prescribers, patients, payers, Key Opinion Leaders (KOLs) and other constituencies in its efforts 
to sell the product. 

 
• Epidemiology: A quick recap of what head lice is, what treatments must accomplish to 

work optimally and the scientific shortcomings of the leading treatments, namely 
pyrethroid-based OTC treatments. 

• Pharmacoeconomics: The direct and indirect costs of head lice 
• The size of the head lice treatment market 
• The market share breakdown for prescription head lice treatments 
• Opportunities for success: the high-level marketing strategies Topaz can employ to 

achieve its goal 
• Challenges Topaz faces in gaining market share 

 
8.2 Brand Identity 
What image does Topaz wish to convey to consumers? More specifically, what are its mission, 
its company logo and its lead product logo? This subsection answered these questions. 
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Topaz hired a brand consulting firm to develop a product tradename, logo and color scheme that 
made it stand out and suggested the desired image. All of these will ultimately have to be 
approved by the FDA before they can be officially used. Since the company frequently sought 
and obtained FDA feedback throughout its R&D process, and this consulting firm has experience 
working for pharmaceutical companies, Topaz is confident that the consulting firm’s 
recommendations will pass regulatory muster. 

 
8.3 Positioning 
This is a simple but important statement. It identifies how Topaz wants its key constituencies to 
view its lead product compared to the rest of the market. This was developed based on research 
of the competition and drivers of prescriber and consumer behavior in the market. 

 
8.4 Decision Makers 
These are the constituencies that we determined Topaz needs to target. These are very similar for 
all types of prescription drugs: 

 
• Prescribers: The gatekeepers in prescription drug sales. You cannot obtain a prescription 

drug in the United States without a prescription written by a licensed prescriber. 
• Consumers: In the case of a head lice treatment, this is usually the affected child’s 

parent(s). 
• Payers: Most prescription drugs are prohibitively expensive without insurance 

reimbursement. Drug manufacturers therefore need to target insurance companies and 
obtain coverage of their product(s). 

• Influencers: Even people who don’t make the buying decisions themselves can have 
influence over those decisions. Pharmacists often fall into this category. 

 
The key for this subsection is explaining what Topaz plans to say to each constituency. These 
messages were developed based on market research, in particular qualitative research 
(interviews, etc.) of prescribers, consumers and pharmacists, as well as formal and informal 
meetings with KOLs. 

 
8.5 Critical Success Factors for Launch 
What does Topaz need to do to successfully launch its lead product? As with any other 
prescription drug manufacturer, Topaz must convince pharmacies to stock the treatment, get 
insurance companies to cover it (reimbursement) and prescribers to prescribe it. To do so, 
however, Topaz must identify the barriers it will face on each front and what messages it needs 
to convey to overcome those barriers. These are described both here and elsewhere in this 
section. 
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8.6 Strategies of the Launch Plan 
With Topaz, we looked to build two key strategies, both of which were discussed here: 

 
1.   To penetrate the existing prescription and get a footing in the head lice treatment market 

to maximize market share. 
2.   To grow the size of the prescription market once established. 

 
The first strategy centers around changing prescribing behaviors – convincing prescribers to 
prescribe its product for head lice. The latter strategy centers around changing triage behaviors 
by prescribers and how consumers respond to head lice. If the inclination is to use OTC 
treatments first, for example, this must be addressed for Topaz to maximize the return on its 
investment. 

 
8.7 Tactical Approach 
This section mentions some tactics used to implement the strategies covered in the previous two 
subsections. In this section, I built content and graphics to illustrate Topaz’ promotional, 
distribution, reimbursement, prescribing and consumer behavior tactics. 

 
8.8 Medical Education and Publications 
As with any prescription drug, prescribers are the ultimate gatekeeper, as they’re the ones who 
must write the prescription. In addition to traditional sales representatives, Topaz needed to 
develop a more academic plan to educate prescribers (i.e., medical professionals) on its lead 
product. I worked with the Chief Medical Officer and Vice President of Scientific Affairs to 
compose this subsection. It describes Topaz’ future publication plans and where its clinical 
results have been published already. It also describes Topaz’ plans for Continuing Medical 
Education programs and reaching out to thought process leaders. 

 
8.9 Manufacturing 
How and where is the product manufactured? Where does Topaz get its ingredients from? What 
safeguards does Topaz have in place to protect its supply chain should something happen to one 
of its suppliers? A potential investor will not want to invest in a company with unreliable 
suppliers and manufacturers, let alone one that could go up in smoke if one part of its supply 
chain fails to deliver.  This subsection answers those questions. 

 
8.10 Commercial Activities 
This is where the reader begins to learn what kind of return it can expect on his or her 
investment. Up until now, the plan has focused on what the opportunity is and how Topaz plans 
to take advantage of it. Now a potential investor finds out what they can get in return for their 
investment. 

 
First, the reader needs to know the assumptions on which Topaz is basing its forecasts. This 
includes what the competition will be when it anticipates launching and how long it will have 
patent exclusivity. In Topaz’ case, market research and a review of publicly available clinical 
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trial records indicated that there were three other prescription head lice treatments in the pipeline. 
Here I included the company’s market share and category evolution expectations. 

 
Next, I presented the price Topaz planned to charge for this product and the rationale for it. The 
price of any prescription drug is built on market conditions, economic value, competitive 
differentiation and indication. I worked with the marketing department and the research utilized 
to evaluate price and reimbursement strategies. 

 
Another question that Topaz needed to answer was how it planned to launch the product to 
maximize the potential return for investors. As was mentioned before, prescription therapies 
make up only a small percentage of head lice treatments; head lice are treated predominantly by 
OTC products. For any prescription head lice treatment to achieve maximum profit, it must both 
penetrate the existing segment of the head lice market and grow the size of the market through 
conversion of other treatment alternatives. But the latter requires changing entrenched behaviors, 
and therefore requires more investment.  
 
Topaz needed to decide if it would attack both requirements at the same time or split the launch 
strategy into two stages and wait several years to focus on growing the size of the category. This 
decision would affect the return the company, and therefore investors, would receive on the 
investment. 

 
With these questions answered, the company could create a forecast. 

 
 
 
SECTION 9: FINANCE 

 
9.1 Financing History 
It takes many years and a significant amount of resources to develop a new prescription drug, 
conduct the required pre-clinical and clinical trials, request and receive FDA approval and launch 
the drug. Therefore, a potential investor will want to know how the company has been funded to 
this point and what resource requirements it needs to cross over to break-even and, ultimately, 
profitability. 

 
All of the company’s financing transactions are listed in this section. These include other 
investments, loans, selling of stock and government grants or incentives. 

 
9.2 Future Projections 
This subsection in many ways is similar to 8.10 in that it describes projections, though it adds 
much more detail around all projected expenses and includes the company’s profit and loss 
(P&L) statements, balance sheets and cash management forecasts. 
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SECTION 10: LIFE CYCLE MANAGEMENT 
No business can survive long-term by offering only one product or service in only one market in 
only one form. This section provides an investor with possible opportunities for the company to 
grow, and therefore add investor value. 

 
In this plan, these initiatives are broken down into four categories: 

 
• New labeling claims that don’t require additional clinical testing 
• New labeling claims and indications that require additional testing 
• Expansion into foreign markets 
• Intellectual Property Extension 

 
 
 
SECTION 11: SUPPLY CHAIN 
Earlier sections touched on Topaz’ supply chain strategies. Section 11, however, provides much 
more detail. An investor will want assurance that the company has a strong, steady supply chain 
that can quickly adapt and keep functioning even if multiple segments break down. This section 
included a table that listed every element of the product (ingredients, container, packaging, etc.), 
the supplier of those elements, Topaz’ supply chain management strategies for those elements, 
Topaz’ progress in executing those strategies and what Topaz planned to do with each element 
post-launch. 

 
 
SECTION 12: HUMAN RESOURCES 
An investor will want to know how the company plans to structure its staff. In addition to 
affecting expenses, this also gives some insight into the company’s vision. 

 
Each subsection here describes the projected employees in each department and their duties. 
Each subsection also indicates where work will be done by outside contractors or consultants 
rather than in-house staff. 

 
The key question Topaz needed to answer here was which operations it planned to outsource and 
which it planned to conduct in house. Outsourcing can save money and presents fewer risks to 
the company than hiring staff on its own payroll. But it also entrusts important operations to 
outside people and agencies that may not have the intimate understanding of the product that a 
staff employee would have. This section provides a fiscally prudent, efficient and responsible 
plan for Topaz to hire and use employees. 
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SECTION 13: LOCATION AND DAILY OPERATIONS 
This final section is mostly a listing of all the vendors and consultants that the company has used 
or is currently using. It includes: 

 
• Contract Research Organizations (CROs) that conducted the company’s pre-clinical and 

clinical studies 
• Regulatory vendors that advised and/or worked with Topaz in the preparation of the 

NDA 
• Market Research vendors that conducted the quantitative and qualitative research needed 

to formulate the company’s story 
• Public Relations and other Marketing vendors who have advised Topaz in the 

development of its marketing strategies 
• The company’s Contract Manufacturing Organization (CMO) and materials suppliers 
• Its anticipated wholesale customers 

 
 
 
SOURCES USED 

 
Interviews with Topaz employees 

• One-on-one interviews with executives (Officers, Directors & VPs) of the company 
 

Secondary Research 
• Peer-reviewed journal articles 
• Trade Publications 
• News reports 

 
Primary and Syndicated Research 

• IMS & Wolters Kluwer sales data and prescription audits 
• Quantitative constituent research 
• Qualitative constituent research 

 
All source information was footnoted and listed in a bibliography that was included in the 
document’s appendices. 


